.y

’ DEPARTMENT OF HEALTH AND HUMAN sErvices | APPLICATION FOR A VARIANCE | Fom Approved: OMB No. 0910-002§
Lo ___ Public Haati Sarie FROM 21 CFR 1040.11(c) FORA . e Patat tot VD Seorarnts
ood and Drug Administration LASER LIGHT SHOW, DISPLAY, |Sockervowmen
OR DEVICE
NOTE: No laser light show, projection system, or device may vary from compliance with 21 CFR 1040.11(c) in design or use without the apptoval of
this application in accordance with 21 CFR 1010.4,
INSTRUCTIONS

1. Check all applicable boxu and typas or print the 3. Mail your spplication to the Dockets Management Branch (HFA-305), Food snd

requestad information. Drug Administration, Room 1-23, 12420 Parklawn Drive, Rockville, MD 20852,
2. Submit an originsl snd four (4) coplu. 4. Enter docket number if sssigned.

1. NAME OF COMPANY
. THE MENS CLUD DF DALLAS
-- 1 2. ADDRESS OF COMPANY (include ZIP Code)ilf P.O. Box is used, include sctual street address also.)
RBU4OT VI, NORTHMWEST HIGHWAY | DALLAS, TX 15220
3. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. finchede srea code) 5. DATE OF SUBMISSION
TOAN scruVLMAN 2\ -G 56-€94R0CO L-22 .00

6. THE APPLICANT REQUESTS THE VARLANCE TO BE IN EFFECT FOR A PERIOD OF T @Q YEARS FROM THE DATE OF ISSUE. /7 .
- genaral, the Agency will approve & variance for only two years. If # longer padod & requested, a justfication must be nmchadu part of the applicationd

7. PRODUCT DESCRIPTION AND USE .
3. UST NAME AND/OR MODEL NUMBER(S) FOR THE LASER UGHT SHOW(S) AND PROJECTOR(S) .

LASER LGHT SHOW - "MENS CLUB of DALLAS | PROTJECTOR - SHOMWLASERS MDDEL LP-1

b. PRODUCT FOR WHICH A VARIANCE {S REQUESTED f, PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION
O Alaser dlsplay davice & Moce than 15 days
O A projector for & laser kight show [ More than § but not more than 15 days
PR M\ laser fight show ’ [0 Less than 6 days
AN PN O Other iSpecityl ¢. TOUR IS INTENDED TO RUN FOR
] e. 00 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO O More than 6 months
’ OTHER' LASER UGHT SHOW PRODUCERS 0O 1-6 months
| "] d. PRODUCT IS INTENDED FOR USE IN A [, Less than one moath
LAY I 0O Planstardum or other dome projection structwe E(Nox applicable {Not a tour)
i B O Theater O Other (Specifyl
o . 0 HoteUmots! ballroom or meeting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS ’
\ A4 O store displays {0 Front screen projections s
0, Teade show or convention {J Rear screen projsctions :
i . dolscothoquo or night'blub O Holographic displays 5
i A O Pavilion Q’Multnple reflaction/diffraction effects
: 0 ndoor wrena - . (1 Audience sganning {Alse includes scanning any sccessible
O outdoor arena uncontrolled sceas) b1
0 Museum E{ Reflections from stationary mirrors or mirored 3
O outdoor unanclosed area ’ surfaces (Beam Mstices) v
03 Other (Specity! {0 stationary kradiation of rotating mircor ball:. atc. f‘:
. PRODYCT.IS INTENDED TO BE USED (3 Scanning iadiation of rominc mme balls, etc. B
At only one {Fxed) location (0 Fiber optic pm;ocuons BN
O At a vadsty of (Tour] locations Fog, smoke, or other scattering enhancement offecu )
O Other (Specifyl: - .- : [ other ISpeafyl . ‘
8. LASER'RADIATION LEVELS - o
LASER MEDIUM {&r, He-Nea, etc.) WAVE LENGTHS (hm) PEAK POWER (watts]
9. ‘F ANY MSER RAD(A.“ON 1S PULSED OR SCNNNE), GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPUTUDE
- SCP\NVON\}G L KWz @ L 4S°
10, REASON FOR REQUESTING VARIANCE

Comypliznce with the limits of 21 CFR 1040.11{c) would restrict the intended use of the product because compliance would
imit the output power to the extent that tha desired effects would not he sulticiently visible

‘ | (O Other or additional explanation {Specify) V # /Q /

OO~ )L TP




1 1. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

it is proposed to deviate from the provisions of 21 CFR 1040.11(c) in that the accessible emission level would exceed the
accessible amission limits specified in 21 CFR 1040.11{c).

O 1t is proposed to deviate from the provisions of 21 CFR 1040.11(c} as follows:

12. ADVANTAGES TO BE DERIVED FROM SUCH OEVIATION

Laser light shows and displays are accepted popular media in entertainment and the arts. Use of power levels in excess
of the limits imposed by 21 CFR 1040.11(c) is necessary-to achieve the required effects in these media.

O other or additional advantagos (describe and explain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxes as apply. In ltem 14 “Remarks,”
- Justify any boxes not checked, using sddivonal sheets as necessary. State any other means of radiation protection that wik be used.)

a.[¥] All laser products, systems, shows, and projectors will be certified 10 comply with 21 CFR 1040.10 and the conditions of this variance *
and will be reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting guides provided for such purpose. These actions
will bs accomplished prior 1o any introductlon into commerce.

- b, dﬁﬂocts not specifically indicated in this variance application will not be performed. No other effects will be added untl an amendmant to
the variance has been obtained and the required reports or supplements, as applicabls, have been submitted.

c. dScannlnq. projection, or reflection of laser and collateral radiation {Light show radiation) into sudience or other accessible uncontrolled
areas will not ba permitted except for diffuse reflections produced by the atmosphers, added atmospheric scattering media, and target
screens. ; ’

d. G{Luu radiation levels in excess of the limits of Class | will not be permitted at any point less than 3.0 meters above any surface upon
which persons ‘othier than operators, performers, or employees are permitted to stand or 2.5 metars below or in lateral separaton from
any place where such persons are permitted to be. Operators, performers, and employees will not be required or allowed to view
radiation above the limits of Class | or be exposed to radiation sbove the limits specified in 21 CFR 1040.11({c).

.. E(Any product which ralies on scanning to meet access, exposure, or product class limits will incorporate a scanning safeguard systam
which directly senses scanner motion and which will react fast enough to preclude exceeding the applicable Emit.

- £ dAﬂ {aser light shows shall be under the direct and pefsonal control of trained, competent cperator(s}. Tha operator(s] will:
(1} Be an empioyse of the variance holder who will be responsible for ths training and the conduct of the operator;
{2} Be located whera all beam paths can be directly observed at all times: and

{3) Urimediately terminate the emission of light show radiation in the event of any unsafe condition; or, for outdoor shows, upon i’oqu‘st
by any alr vaffic conuaol officials. . -

g. drhi maximum laser projector output power will not exceed the level required to obtain the intended effects, "

h. d’l’ho pt'o]oétion system fi.e.; the projector and all other. components used to produce the ighting effects) will ba securely mounted or .
Immobilized to prevent unintended movement or misalignment. Beam masking will bs provided as an Inherent part of the system design
to prevent overfilling of scresns, beam stops, targets, etc.

R du_ﬁr_ptoj_ectots will not be deliverod to any other party under an agreemant of sale, leasa, or loan unless and until the reciplent -
demonstrates that they have a varlance in effect ‘at the.tima of.delivery that permits them to produce laser fight shows Incorporating
such projector(s). ot o :

I dh additon to the requirements of 21 CFR 1040.10(h}, the manufacturer of laser projectors/systems will provide to parties who pur-
chasa, leass, or borrow the squipment, adaquates usors® instructions for safe installation and operation which explaln the res of
the reciplent as an independent light show manufacturer to submit the required reports and spply for snd obtain 8 varlance, from CD
prior t0 lnreduction into commarca of any laser ght shqws.

k d]’hﬁ requirements of 21 CFR 1002.30(a){1) snd {2) will be sccomplished tivough the use of written procedures for setup, alignment,
- testing, and parformance of sach show. thase procedures will be In sutficlant detall 1o ensure compliance with 21 CFR 1040.10, the
conditons of tis variance, and the control of access to radiation areas using the procedures described in the ANSIZ136.1 standard for
- tha ‘safe use of lasers [American Natonsl Standards Institute, 1430 Broadway, New York, NY 10018} or any other equivalent user
consensus standard and, whare applicable, state or local requirements. Laser radiation areas which can contaln radiation lavels above
the Emits specified In 21 CFR 1040.11(c) will be clearly identified by the posting of warning signs snd/or restricting access through
physical maans {such’as pressure switches, photo cells, barriers, gusrds, stc.). Thesa requicemaents apply 10 1omporsry areas fsuch ss *
during set up end elignment procedures} and to final or parmanent areas. The yariance holder will retain the records of these procedures
and the results of all tests as required by 21 CFR 1002.31. A copy of the variance application, the approval fetter, current procedures,
and records relating to each particular show will be with the operator or other responsible individual and will be made available for
inspection by FDA and other responsible authoritics.




R dA?vance written notification will be made as carly as possible to appropriate federal, state, and local authorities providing show itinerary
with dates and locations clearly and completely identified. and a basic description of the proposed ef{ects including » statement of the
maximum power output intended. Such notifications will be mado, but not necessarily be limitad, to:

(1) The Center for Devices and Radiological Health, Office of Compliance (HFZ-342), 2098 Gaither Road, Rockville, MD 20850, providing
the Initial and closing dates for fixed lnstallations and the itinerary for mabile shows. In addition, unless all aspects of each show have
been roported and accession numbers clearty referenced, each notice will include detailed descriptions of each show and a listing of al
effects to be performed in sufficient detall to confirm compliance with the regulations and this variance.

(2} The Federal Aviation Administration (FAA) for any projections into opon airspace at any time fi.e., including set up, slignment,
rehearsals, performances, etc.). I the FAA objects to any laser effects, the objections will be resolved and any conditions requested by
FAA will be adherod to. If thess conditions cannot be met, the objectionable sffects will be deleted from the show

{3) Stats and local radlation control offices/agencies for all shows to be performed within their jurisdictions. All requirements of state and
local law will ba satisfiod and any objections raised by local authorities will ba resolved or the effects deleted. LA £st of federal and
staze offices is avallable from the Center for Devices snd Radiological Health upon request.]

" {14, REMARKS

CERTIFICATION

# 1 CERTIFY that all of the above information and statements are trua, complete, and correct to the best of my knowledge and scknowledge
that my variance application may be denled or my varlance may ba revoked it this applicaton is found to be false, misleading or Incorract
in sny material way. { have submitted and will submit all reports required by 21 CFR 1002.10 and 1002.11 on the laser equipment and
show{s). | further understand that ! may be requiked by regulation or by the Director, Center for Devices and Radiclogical Health, to supply -

*] . such other information as may be necessary to evaluate and act on this spplicatian.

15, SIGNAFURE 16. NAME (Type or Print} 17. TITLE
M STEVE TANDER PRES ., SHOWLASERS 1IN -




S '
20T QW "InaxaR

IANVA NNV IHEYY 02hT|

-3 W HNBA QN AN TeR)
T Qo NAlLyaish
b3 %Y . 3 SananwQg
Q:. A\ :) NI ANIWAONY W SLVAN
So¢ " WIININY MVDOO QG

QTTSL XL Swing
1O ¥ W WNINOW KLWT
| J DNV AIDII™MOHS

cz-2Z6EL£000
2 0090

201Au3S WWLSOL
$3ivi8 QRN

1NAOWY
00, " 22 9N
1926L
(=

@1 55110
39491804 S0

WO SUSN MMM

Bujnik;
‘ol

obeps



